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I 0$** The modified release tablet of claimJL- wherein the Q™, AUC inf and AUCo-,2 are 
f)_S appro icimately proportional to dosage strength. | 

( | >3r The modified release tablet of claim ^or ,^£-wherein the ratio of said first 
quantity of guaifenesin to said second quantity of guaifenesin is about 1:1 to about 1:5. 

The modified release tablet of claim ^or^ wherein the ratio of said first 

quantity of guaifenesin to said quantity of second quantity of guaifenesin is about 1:5. 

fk?) I The modified release tablet of claim^herein the C max of said tablet is at least 

K/ 1 900 ng/mL and said tablet has an AUC inf of at least 7Q00 hr*ug/mL. 

1^1^ \(f ^ The modified release tablet of claim>» wherein the C™ x of said tablet is at least 



1000 ng/mL and said tablet has an AUC inf of at least 3500 hr*ug/mL. 



r 



Please add the following new claims 56-88 as follows: 



9> 



(J^f A modified release product having two portions, wherein a first portion comprises 
a first quantity of guaifenesin in an immediate release form which becomes fully bioavailable in 
the subject's stomach and a second portion comprises a second quantity of guaifenesin in a 
sustained release form wherein the ratio of said first quantity to said second quantity provides a 
in a human subject equivalent to the C™ obtained when the first of three doses of a 
standard immediate release formulation having one third the amount of guaifenesin is dosed 
£> every lour hours over a 12 hour period and wherein said product also provides therapeutically 
effective bioavailability for at least twelve hours after a single dose in a human subject according 
to serum analysis. 

J-^t^ The modified release product of claim ,56-wherein the total quantity of guaifenesin 
is from about 600 mg to about 1200 mg. 

JtlfZt' The modified release product of claim^ wherein the total quantity of guaifenesin 

q/>/'*9. The modified release product of clairnJfrAvherein the total quantity of guaifenesin 
isl200mg. / 

0$ ^ The modified re lease product of claim>Cherein the C max , AUC inf and AUCo.12 
are approximately proportional to dosage strength. 

d-^^ The modified rele ase product of claim 5>-br^ wherein the ratio of said first 
quantity of guaifenesin to said quantity of second quantity of guaifenesin is about 1:1 to about 
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§2> The modified release product of claimf^wherein the ratio of said first quantity of 
guaifenesin to said quantity of second quantity of guaifenesin is about 1:5. 

The modified release product of clairn^Wherein the of said product is from 
about 1600 to 2500 ug/mL and said product has an AUC inf of from about 5600 to 8750 
hr*fxe/mL. 

2^ The modified release product of claim ^wherein the C™, of said product is at 
least 1 900 u.g/mL and said product has an AUC inf of at least 7000 hr*ug/mL. 

modified release product of claim jlfeierein the of said product is from 
about S00 to 1250 ug/mL and said product has an AUCjtfOf from about 2800 to 4375 hr*ug/mL. 

J ^fT" The modified release product of claim i#Vherein the C™ of said product is at 
least 1000 ^g/mL and said product has an AUC inf of at least 3500 hr*ug/mL. 

J5<£^ The modified release product of claim^Xherein said product has a half life, 
according to serum analysis, of at least three hours. ^jL 

5\is. The modified release product of claim^owherein said first and second portions 
each comprise abutting substantially planar layers whi^form a bilayer tablet. 

<£9^ The modified release product of claim ^herein said first portion is provided as 
a coating on said second portion. ^j^, 

3^k The modified release product of claim ^which is a capsule containing said first 
and second portions. i 

sps. The modified release product of claim^ which is approximately equally 
effective when administered to a patient on an empty or fijll^omach. 

The modified release product of claim^which has the serum guaifenesin 
concenlTation profile of Figure 10. 

Lf\j3< A modified release product having two portions, wherein a first portion comprises 
a first quantity of guaifenesin in an immediate release form which becomes fully bioavailable in 
the subject's stomach and a second portion comprises a second quantity of guaifenesin in a 
sustained release form wherein the ratio of said first quantity to said second quantity is from 
about 1 : 1 to about 1 :5 and the product provides a C™ in a human subject equivalent to the 
obtained when the first of three doses of a standard immediate release formulation having one 
third the amount of guaifenesin is dosed every four hours over a 12 hour period and wherein said 
product also provides therapeutically effective bioavailability for at least twelve hours after a 
single dose in a human subject according to serum analysis. 
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The modified release product of claim ^wherein the total quantity of guaifenesin 
is from about 600 mg to about 1200 mg. ^ j 

ify*. The modified release product of clairnJS wherein the total quantity of guaifenesin 
is 600 mg. j 

L$e: The modified release product of claim ^wherein the total quantity of guaifenesin 
is 1200 mg. 

life*. The modified release product of claim ^wherein the C max , AUQ nf and AUC0.12 
are approximately proportional to dosage strength. ^ ^ j 

LflfTST The modified release product of claim ^herein the ratio of said first quantity of 
guaifenesin to said quantity of second quantity of guaifenesin is about 1:5. 

iJCfe The modified release product of claim Jfrwherein the of said product is from 
about 1600 to 2500 ug/mL and said product has an AUC inf of from about 5600 to 8750 
hr*ug/mL. . 

ytffa The modified release product of claim j£ wherein the of said product is at 
least 1 WO ug/mL and said product has an AUC inf of at least 7000 hr*ug/mL. 

ifV- The modified release product of claim therein the C max of said product is from 
aboutSOO to 1250 M g/mL and said product has an AUC^of from about 2800 to 4375 hr*ng/mL. 

S^SZ". The modified release product of claim^wherein the C max of said product is at 
leasUOOO ug/mL and said product has an AUC inf of at lea^ 3500 hr*ug/mL. 

J i & The modified release product of claim ^wherein said product has a half life, 
accordi ng to serum analysis, of at least three hours. ,j 

The modified release product of claim > wherein said first and second portions 
each comprise abutting substantially planar layers which form a bilayer tablet. 

The modified release product of claimj&wherein said first portion is provided as 
a coating on said second portion. ^ j 

ffitf' The modified release product of claim^ which is a capsule containing said first 
and second portions. ^ 

<tf)& The modified release product of claim which is approximately equally 
effective when administered to a patient on an empty or fulLstomach. 

The modified release product of claim^ which has the serum guaifenesin 
concentration profile of Figure 10. 
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